TUESDAY,  JUNE  15,  1976 


PART  II: 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 

Food  and  Drug  Administration 


DELEGATION  OF 
AUTHORITY  AND 
ORGANIZATIONAL 
STATEMENT 


Reorganization  and  Republication 


24262 


RULES  AND  REGULATIONS 


Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

SUBCHAPTER  A— GENERAL 

[Docket  No.  76N-0196] 

RECODIFICATION,  EDITORIAL,  AND 

CROSS-REFERENCE  AMENDMENTS 

The  Pood  and  Drug  Administration  Is 
recodifying  all  of  Chapter  I  of  Title  21 
of  the  Code  of  Federal  Regulations  to 
provide  orderly  development  of  regula¬ 
tions,  furnish  ample  room  for  expansion 
in  the  years  ahead,  and  provide  the  pub¬ 
lic  and  affected  industries  with  regula¬ 
tions  that  are  easy  to  find,  read,  and 
understand. 

The  thirteenth  in  a  series  of  recodiflca- 
tion  documents,  which  reorganizes  and 
recodifies  the  delegation  of  authority  and 
organizational  statement  portions  of  the 
general  regulations,  is  published  else¬ 
where  in  this  issue  of  the  Federal  Reg¬ 
ister.  These  regulations  now  appear  in 
Subparts  H  and  M  of  Part  2  of  Sub¬ 
chapter  A — General. 

To  provide  uniformity  and  continuity 
during  the  recodification,  the  Commis¬ 
sioner  concludes  that  the  references  to 
the  recodified  material  should  be 
amended  at  this  time.  . 

Due  to  the  complexity  and  volume  of 
cross-references  involved  in  the  recodi¬ 
fication  of  these  regulations,  supple¬ 
mental  documents  will  be  issued  at  a 
later  date,  if  necessary. 

Therefore,  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations  is  amended 
as  follows: 

PART  2— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

§  2.66  [Amended] 

1.  Section  2.66(a)  is  amended  by 
changing  the  reference  “(21  CFR  2.120)  ” 
to  read  "(21  CFR  5.1)”. 

§  2.68  [Amended] 

2.  Section  2.68(a)  is  amended  by 
changing  the  reference  “(21  CFR  2.120)  ” 
to  read  “(21  CFR  5.1)  ”. 


PART  6 — ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

§  6.4  [Amended] 

3.  Section  6.4(a)  (2)  is  amended  by 
changing  the  reference  “§  2.121”  to  read 
“§§  5.20  through  5.52”. 


PART  7— PROTECTION  OF  PRIVACY 

§  7.43  [Amended] 

4.  Section  7.43(a)(2)  is  amended  by 
changing  the  reference  “§  2.175”  to 
“8  5.115”. 

The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason 
notice  and  public  procedure  are  not  pre¬ 
requisites  to  this  promulgation. 

Dated:  June  8, 1976. 

William  F.  Randolph, 

Acting  Associate  Commissioner 
for  Compliance. 
[FR  Doc.76-17129  Filed  6-14-76; 8: 45  am] 


[Recodlflcatlon  Docket  No.  13;  Docket 
No.  76N-0196] 

REORGANIZATION  AND  REPUBLICATION 

The  Food  and  Drug  Administration  is 
recodifying  the  delegation  of  authority 
and  organizational  statement  portions  of 
the  general  regulations,  effective  June  15, 
1976. 

The  Commissioner  of  Food  and  Drugs, 
for  the  purposes  of  establishing  an  or¬ 
derly  development  of  informative  regu¬ 
lations  for  the  Food  and  Drug  Adminis¬ 
tration,  furnishing  ample  room  for  ex¬ 
pansion  of  such  regulations  in  years 
ahead,  and  providing  the  public  and  af¬ 
fected  industries  with  regulations  that 
are  easy  to  find,  read,  and  understand, 
has  initiated  a  recodification  program 
for  Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations. 

This  is  the  thirteenth  in  a  series  of  re- 
codification  documents  that  will  even¬ 
tually  include  all  regulations  adminis¬ 
tered  by  FDA. 

The  following  table  shows  the  rela¬ 
tionship  of  the  CFR  section  numbers  un¬ 
der  the  former  Subparts  H  and  M  of 
Part  2  to  their  redesignation  reflected  in 


new  Part  5 : 

New 

Old  section:  Section 

2.120 _ 5. 1 

2.121 1 _ 5.  20 

2.121(b)  . . 6.21 

2.121(c) . . . 5.22 

2.121(d) . 6.23 

2.121(e) . 5.24 

2.121(f) . . . 5.25 

2.121(h)  . . 5.26 

2.121(1)  . 5.27 

2.12MJ) . . 5.28 

2.121  (k) . . 5.30 

2.121(1)  . 6.31 

2.121  (m)  - 5.29 

2.121  (n)  - 5.32 

2.121(o) . 6.33 

2.121  (p)  5.34 

2.121  (q)  . 5.35 

2121  (r)  - 6. 36 

2.121(8) . 6.37 

2.121  (t) . 5.3* 

2.121  (u)  . 5.39 

2.121  (▼) - - 5.40 

2.121  (w)  . 6.41 

2.121  (x) . 6.42 

2121(e) . . 5.43 

2.121  (aa)  . 6.44 

2.121  (bb)  _ 5.45 

2.121  (cc) . 5.46 

2.121  (dd)  . 5.47 

2.121  (ee) . 6.4* 

2.121  (ff)  . 5.49 

2.121  (gg)  . . 5.50 

2.121  (hh)  . 6.51 

2.121  (il)  . . 5.52 

2.171  - 5.  100 

2.172  . . 5.  105 

2.173  _ _ 5. 110 

2.175 . 5. 115 


1  Introductory  text  and  paragraph  (a). 

The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason  no¬ 
tice  and  public  procedure  and  delayed 
effective  date  are  not  prerequisite  to  this 
promulgation.  For  the  convenience  of  the 
user,  the  entire  text  of  Part  5  is  set  forth 
below. 

Dated:  June 8, 1976. 

William  F.  Randolph, 

Acting  Associate  Commissioner 
for  Compliance. 


Therefore,  21  CFR  is  amended  by 
redesignating  Subparts  H  and  M  of  Part 
2  as  Part  5,  republished  to  read  as 

follows: 

PART  5— DELEGATIONS  OF  AUTHORITY 
AND  ORGANIZATION 

Subpart  A — Delegations  of  Authority  to  the 
Commissioner  of  Food  and  Drugs 

Sec. 

5.1  Delegations  from  the  Secretary  and 

Assistant  Secretary. 

Subpart  B — Redalegations  of  Authority  from 
the  Commissioner  of  Food  and  Drugs 

6.20  General  redelegations  of  authority 

from  the  Commissioner  to  other 
officers  of  the  Food  and  Drug  Ad¬ 
ministration. 

5.21  Delegations  regarding  hearings  and 

review  boards. 

6.22  Delegations  regarding  Imports. 

6.23  Delegations  regarding  certification  of 

true  copies  and  use  of  Department 
seal. 

6.24  Delegations  regarding  disclosure  of 

official  records. 

5.25  Delegations  regarding  certification  of 

color  additives. 

5.26  Delegations  regarding  certification  of 

Insulin. 

5.27  Delegations  regarding  certification  of 

antibiotic  drugs. 

6.28  Delegations  regarding  approval  of  new 

animal  drug  applications  and  sup¬ 
plements  thereto  for  drugs  for  ani¬ 
mal  use. 

5.29  Delegations  regarding  issuance  of  no¬ 

tices  relating  to  proposals  to  refuse 
approval  or  to  withdraw  approval 
of  new  animal  drug  applications 
and  supplements  thereto  for  drugs 
for  animal  use. 

6.30  Delegations  regarding  approval  of 

new-drug  applications  and  supple¬ 
ments  thereto  for  drugs  for  human 
use. 

5.31  Delegations  regarding  issuance  of  no¬ 

tices  relating  to  proposals  to  refuse 
approval  or  to  withdraw  approval 
of  new-drug  applications  and  sup¬ 
plements  thereto  for  drugs  for  hu¬ 
man  use. 

6.32  Delegations  regarding  designation  of 

official  master  and  working  stand- 
ards  for  antibiotic  drugs. 

5.33  Delegations  regarding  emergency 

functions. 

5.34  Delegations  regarding  enforcement 

activities. 

5.35  Delegations  regarding  certification  fol¬ 

lowing  inspections. 

5.36  Delegations  regarding  grants  and  fel¬ 

lowships. 

5.37  Delegations  regarding  Issuance,  amend¬ 

ment,  or  repeal  of  regulations  per¬ 
taining  to  antibiotic  drugs  for 
human  use. 

6.38  Delegations  regarding  Issuance  of  no¬ 

tices  of  filing  of  petitions  and 
notices  of  proposed  rule  making 
pertaining  to  food  standards,  food 
additives,  and  color  additives. 

5.39  Delegations  regarding  termination  of 

exemptions  for  new  drugs  for  in¬ 
vestigational  use  in  human  beings 
or  in  animals. 

6.40  Delegations  regarding  detention  of 

meat,  poultry,  eggs,  and  related 
products, 

5.41  Delegations  regarding  approval  of 

schools  providing  food-processing 
instruction. 

6.42  Delegations  regarding  issuance  of  re¬ 

ports  of  minor  violations. 

5.43  Delegations  relating  to  granting  and 

withdrawing  variances  from  per¬ 
formance  standards  for  electronic 
products. 
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5.44  Delegations  relating  to  exemptions 

from  performance  standards  for 

electronic  products. 

5.45  Delegations  relating  to  testing  pro¬ 

grams  and  methods  of  certification 

and  identification  for  electronic 

products. 

5.46  Delegations  relating  to  notification  of 

defects  In,  and  repair  or  replace¬ 
ments  of,  electronic  products. 

5.47  Delegations  relating  to  manufactur¬ 

er's  resident  Import  agents. 

5.48  Delegations  relating  -to  requiring 

manufacturers  to  provide  data  to 
ultimate  purchasers  of  electronic 
products. 

5.49  Delegations  relating  to  directing  deal¬ 

ers  and  distributors  of  electronic 
products  to  provide  data  to  manu¬ 
facturers. 

6.50  Delegations  relating  to  acceptance  of 

assistance  from  State  and  local  au¬ 
thorities  for  enforcement  of  radia¬ 
tion  control  legislation  and  regu¬ 
lations. 

5.51  Delegations  regarding  Issuance  and 

revocation  of  licenses  for  the  propa¬ 
gation  or  manufacture  and  prepa¬ 
ration  of  biological  products. 

6.52  Delegations  regarding  Issuance  of  no¬ 

tices  Implementing  the  provisions 
of  the  Drug  Amendments  of  1962. 

Subpart  C — Organization 

5.100  Headquarters. 

6.105  Assistant  General  Counsel  for  Food 
and  Drugs,  Office  of  General  Coun¬ 
sel,  Department  of  Health,  Educa¬ 
tion,  and  Welfare. 

6.110  FDA  Public  Records  and  Documents 
Center.  • 

5.115  Field  structure. 

Authority:  Sec.  701(a),  52  Stat.  1055  (21 
U.S.C.  371(a)). 

Subpart  A — Delegations  of  Authority  to  the 
Commissioner  of  Food  and  Drugs 

§  5.1  Delegations  from  the  Secretary 
and  Assistant  Secretary 

(a)  The  Assistant  Secretary  for 
Health  has  redelegated  to  the  Commis¬ 
sioner  of  Food  and  Drugs  with  authority 
to  redelegate  (35  FR  606  as  amended)  all 
authority  delegated  to  him  by  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 
as  follows. 

(1)  Functions  vested  In  the  Secretary 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  (21  U.S.C.  301  et  seq.),  the 
Filled  Milk  Act  (21  U.S.C.  61-63),  the 
Federal  Import  Milk  Act  (21  U.S.C.  141 
et  seq.),  the  Tea  Importation  Act  (21 
U.S.C.  41  et  seq.),  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406) ,  and  The  Fair 
Packaging  and  Labeling  Act  (15  U.S.C. 
1451  et  seq.),  pursuant  to  section  12  of 
Reorganization  Plan  No.  IV  and  Reorga¬ 
nization  Plan  No.  1  of  1953,  including  au¬ 
thority  to  administer  oaths  vested  in  the 
Secretary  of  Agriculture  by  7  U.S.C.  2217. 

(2)  Functions  vested  in  the  Secretary 
under  section  301  (Research  and  Investi¬ 
gation)  ;  section  307  (International  Co¬ 
operation)  ;  section  316  (Health  Educa¬ 
tion  and  Information) ;  section  311  (Fed¬ 
eral-State  Cooperation) ;  and  section 
314(f)  (Interchange  of  Personnel  with 
States)  of  the  Public  Health  Service  Act 
(42  U.S.C.  241,  2421,  2420,  243,  246(f)) 
which  relate  to  the  functions  of  the  Food 
and  Drug  Administration. 


(3)  Functions  vested  in  the  Secretary 
under  sections  354  through  360F  of  the 
Public  Health  Service  Act  (42  U.S.C. 
263b  through  263n)  which  relate  to 
electronic  product  radiation  control. 

(4)  Functions  vested  in  the  Secretary 
under  section  361  of  the  Public  Health 
Service  Act  (42  U.S.C.  264)  which  relate 
to  the  law  enforcement  functions  of  the 
Food  and  Drug  Administration  concern¬ 
ing  the  following  products  and  activities: 
biologicals  (including  blood  and  blood 
products) ;  interstate  travel  sanitation 
(except  interstate  transportation  of 
etiological  agents  under  42  CFR  72.25) ; 
food  (including  milk  and  food  service 
sanitation  and  shellfish  sanitation) ;  and 
drugs,  devices,  cosmetics,  and  electronic 
products,  and  other  items  or  products 
regulated  by  the  Food  and  Drug  Admin¬ 
istration. 

(5)  Functions  vested  in  the  Secretary 
under  sections  351  and  352  of  the  Public 
Health  Service  Act  (42  U.S.C.  262  and 
263)  which  relate  to  biological  products. 

(6)  Functions  vested  in  the  Secretary 
pertaining  to  section  302(a)  of  the  Pub¬ 
lic  Health  Service  Act  (42  U.S.C.  242(a) ) 
which  relate  to  the  determination  and 
reporting  requirements  with  respect  to 
the  medicinal  and  scientific  requirements 
of  the  United  States  for  controlled  sub¬ 
stances. 

(7)  Functions  vested  in  the  Secretary 
pertaining  to  section  303  of  the  Public 
Health  Service  Act  (42  U.S.C.  242a) 
which  relate  to  the  authorization  of  per¬ 
sons  engaged  in  research  on  the  use  and 
effect  of  drugs  to  protect  the  identity  of 
their  research  subjects  with  respect  to 
drugs  scheduled  under  Public  Law  91-513 
for  which  a  notice  of  claimed  exemption 
for  an  investigational  new  drug  is  filed 
with  the  Food  and  Drug  Administration 
and  with  respect  to  all  drugs  not  sched¬ 
uled  under  Public  Law  91-513. 

(8)  Functions  vested  in  the  Secretary 
pertaining  to  section  4  of  the  Compre¬ 
hensive  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (84  Stat.  1241)  which  re¬ 
late  to  the  determination  of  the  safety 
and  effectiveness  of  drugs  or  to  approve 
new  drugs  to  be  used  in  the  treatment  of 
narcotic  addicts. 

(9)  Functions  vested  in  the  Secretary 
pertaining  to  section  303(f)  of  the  Con¬ 
trolled  Substances  Act  (21  U.S.C.  823(f) ) 
which  relate  to  the  determination  of  the 
qualifications  and  competency  of  prac¬ 
titioners  wishing  to  conduct  research 
with  controlled  substances  listed  in 
Schedule  I  of  the  Act,  and  the  merits  of 
the  research  protocol. 

(10)  Functions  vested  in  the  Secretary 
pertaining  to  provisions  of  the  Controlled 
Substances  Act  (21  U.S.C.  801  et  seq.) 
which  relate  to  administration  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  301  etseq.). 

(11)  Functions  vested  in  the  Secretary 
under  section  409(b)  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  679(b))  which 
relate  to  the  detention  of  any  carcass, 
part  thereof,  meat,  or  meat  product  of 
cattle,  sheep,  swine,  goats,  or  equines. 

(12)  Functions  vested  in  the  Secretary 
under  section  24(b)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act  (21  U.S.C.  467f(b)) 


which  relate  to  the  detention  of  any  poul¬ 
try  carcass,  part  thereof,  or  poultry 
product. 

(13)  Functions  vested  in  the  Secretary 
under  the  Egg  Products  Inspection  Act 
(21  U.S.C.  1031  etseq.). 

(14)  Functions  vested  in  the  Secretary 
by  amendments  to  the  foregoing  statutes 
subsequent  to  Reorganization  Plan  No.  1 
of  1953. 

(15)  Function  of  issuing  all  regulations 
of  the  Food  and  Drug  Administration. 
The  reservation  of  authority  contained 
in  Chapter  2-000  of  the  Department 
Organization  Manual  shall  not  apply. 

(16)  Functions  vested  in  the  Secretary 
under  Executive  Order  11490,  section 
1103(5),  and  those  portions  of  sections 
1103(1),  1103(3),  1103(4),  3001(2),  3001 
(3),  3002(1),  3002(2),  3002(3),  3004,  and 
3009  which  relate  to  food,  drugs,  and  bio¬ 
logicals.  In  the  performance  of  these 
emergency  functions  the  Commissioner 
shall  coordinate  his  activities  with  the 
Administrator,  Health  Services  and  Men¬ 
tal  Health  Administration,  in  order  that 
preemergency  plans  shall  be  developed  in 
consonance  with  postattack  organization 
plans  and  structure  of  the  Department 
for  the  Emergency  Health  Servic  7. 

(17)  Function  vested  in  the  Secretary 
of  authorizing  and  approving  miscella¬ 
neous  and  emergency  expenses  of  en¬ 
forcement  activities. 

(18)  Function  vested  in  the  Secretary 
under  the  Federal  Advisory  Committee 
Act,  Public  Law  92-463,  to  make  deter¬ 
minations  that  advisory  committee 
meetings  are  concerned  with  matters 
listed  in  5  U.S.C.  552(b)  and  therefore 
may  be  closed  to  the  public  for  those 
committees  under  the  administrative  ju¬ 
risdiction  of  the  Commissioner  of  Food 
and  Drugs.  This  authority  may  not  be  re¬ 
delegated.  This  authority  is  to  be  exer¬ 
cised  in  accordance  with  the  require¬ 
ments  of  the  Act  and  only  with  respect 
to  the  following : 

(i)  Meetings,  to  the  extent  that  they 

directly  involve  review,  discussion  or  con¬ 
sideration  of  records  of  the  Department 
which  are  exempt  from  disclosure  under 
5  U.S.C.  552(b)  (4),  (6),  and  .  (7), 

namely,  (a)  records  containing  trade 
secrets  and  commercial  or  financial  in¬ 
formation  obtained  from  a  person  and 
privileged  or  confidential;  (b)  personnel, 
medical  and  similar  files  the  disclosure 
of  which  would  constitute  a  clearly  un¬ 
warranted  invasion  of  personal  privacy; 
and  (c)  investigatory  files  compiled  for 
law  enforcement  purposes; 

(ii)  Meetings  to  the  extent  that  they 
Involve  the  review,  discussion,  and  eval¬ 
uation  of  specific  drugs  and  devices  reg¬ 
ulated  by  FDA  which  are  intended  to 
result  in  recommendations  for  regula¬ 
tory  decisions  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  which  are 
concerned  with  matters  listed  in  5  U.S.C. 
552(b)  (4),  (5), and  (7); 

(iii)  Meetings  held  for  the  sole  pur¬ 
pose  of  considering  and  formulating  ad¬ 
vice  which  the  comittee  will  give  or  any 
final  report  it  will  render.  Provided: 

(a)  The  meetings  will  involve  solely 
the  internal  exepression  of  views  and 
judgments  of  the  members  and  It  is 
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essential  to  close  the  meeting  or  portions 
thereof  to  protect  the  free  exchange  of 
such  views  and  avoid  undue  interference 
with  agency  or  committee  operations, 
and  such  views  if  reduced  to  writing 
would  be  protected  from  mandatory  dis¬ 
closure  under  5  U.S.C.  552(b) ; 

(b)  The  meeting  is  closed  for  the 
shortest  time  necessary,  summarizing  the 
W'ork  of  the  committee  during  the  closed 
session,  and  a  report,  prepared  by  the 
executive  secretary  will  be  made  avail¬ 
able  promptly  to  the  public. 

(c)  When  feasible,  the  public  is  given 
a  timely  opportunity  to  present  rele¬ 
vant  information  and  views  to  the  com¬ 
mittee:  and 

( d )  Concurrence  for  closing  the  meet¬ 
ings  for  such  purpose  is  obtained  from 
the  Office  of  the  General  Counsel  and  the 
Office  of  Public  Affairs. 

(19)  Functions  vested  in  the  Secretary 
under  the  second  sentence  of  section  309 
(Health  Conferences)  of  the  Public 
Health  Service  Act  (42  U.S.C.  242n)  to 
call  for  a  conference  and  invite  as  many 
health  authorities  and  officials  of  State 
or  local  public  or  private  agencies  or  or¬ 
ganizations  as  deemed  necessary  or 
proper  on  subjects  related  to  the  func¬ 
tions  of  the  Food  and  Drug  Administra¬ 
tion. 

(20)  Functions  vested  in  the  Secretary 
under  section  501  (Gifts)  of  the  Public 
Health  Service  Act  (42  U.S.C.  219)  to  ac¬ 
cept  offers  of  unconditional  gifts,  of  other 
than  real  property,  provided  such  gifts 
are  of  $1,000  value  or  less  and  the  total 
costs  associated  with  acceptance  of 
property  will  not  exceed  the  cost  of  pur¬ 
chasing  a  similar  item  and  the  cost  of 
normal  care  and  maintenance. 

(21)  Functions  vested  in  the  Secretary 
under  section  362  of  the  Public  Health 
Service  Act  (42  U.S.C.  265)  which  relate 
to  the  prohibition  of  the  introduction  of 
foods,  drugs,  devices,  cosmetics,  and  elec¬ 
tronic  products  and  other  items  or  prod¬ 
ucts  regulated  by  the  Food  and  Drug  Ad¬ 
ministration  into  the  United  States  when 
it  is  determined  that  it  is  required  in  the 
interest  of  public  health  when  such  func¬ 
tions  relate  to  the  law  enforcement  func¬ 
tions  of  the  Food  and  Drug  Administra¬ 
tion. 

(22)  Functions  vested  in  the  Secretary 
under  section  1003(b)  (3),  Title  X,  of  the 
Public  Works  and  Economic  Develop¬ 
ment  Act  of  1965  (42  U.S.CT.  3246b (b)  (3» 
to  waive  any  matching  requirements  for 
programs  or  projects  of  State  and  local 
governments  funded  under  Title  X  of 
that  act  where  it  is  determined  that 
State  or  local  governments  concerned 
cannot  reasonably  obtain  any  non-Fed- 
eral  contributions. 

(b)  The  Assistant  General  Counsel  in 
charge  of  the  Food  and  Drug  Division 
has  been  authorized  to  report  apparent 
violations  to  the  Department  of  Justice 
for  the  institution  of  criminal  proceed¬ 
ings,  pursuant  to  section  305  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act,  sec¬ 
tion  4  of  the  Federal  Import  Milk  Act, 
and  section  9(b)  of  the  Federal  Caustic 
Poison  Act. 

(c)  The  Assistant  Secretary  for  Health 
has  redelegated  to  the  Commissioner  of 
Food  and  Drugs,  with  authority  to  re¬ 


delegate,  the  authority  delegated  to  him 
by  the  Assistant  Secretary  for  Admin¬ 
istration  and  Management:  (1)  To  cer¬ 
tify  true  copies  of  any  books,  records, 
papers,  or  other  documents  on  file 
within  the  Department,  or  extracts  from 
such;  to  certify  that  true  copies  are 
true  copies  of  the  entire  file  of  the  De¬ 
partment:  to  certify  the  complete  origi¬ 
nal  record  or  to  certify  the  nonexistence 
of  records  on  file  within  the  Depart¬ 
ment;  and  to  cause  the  Seal  of  the  De¬ 
partment  to  be  affixed  to  such  certifica¬ 
tions  and  to  agreements,  awards,  cita¬ 
tions,  diplomas,  and  similar  documents. 

(2)  To  establish  volunteer  service 
programs  and  accept  volunteer  services 
for  use  in  the  operation  of  a  health  care 
facility  or  the  provision  of  health  care 
under  section  223  of  the  Public  Health 
Service  Act  (42  U.S.C.  217b) . 

Subpart  B — Redelegations  of  Authority 
from  the  Commissioner  of  Food  and  Drugs 

§  5.20  General  rodelrgations  of  author¬ 
ity  from  the  Commissioner  to  other 
oliirers  of  the  Food  and  Drug  Ad¬ 
ministration. 

(a)  Final  authority  of  the  Commis¬ 
sioner  of  Food  and  Drugs  is  redelegated 
as  set  forth  in  this  subpart.  Further  re¬ 
delegation  of  the  authority  vested  herein 
is  not  authorized.  Authority  redelegated 
herein  to  a  position  by  title  may  be  exer¬ 
cised  by  a  person  officially  designated  to 
serve  in  such  position  in  an  acting  ca¬ 
pacity  or  on  a  temporary  basis,  unless 
prohibited  by  a  restriction  written  into 
the  document  designating  him  as  “act¬ 
ing”  or  unless  not  legally  permissible. 

(b)  The  Deputy  Commissioner  of  Food 
and  Drugs  and  the  Associate  Commis¬ 
sioner  for  Compliance  are  authorized  to 
perform  all  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs. 

§  5.21  Delegations  regarding  hearings 
and  review  boards. 

(a)  The  Directors  and  Deputy  Direc¬ 
tors  of  Bureaus,  Regional  Food  and  Drug 
Directors,  Deputy  Regional  Food  and 
Drug  Directors,  and  District  Directors 
are  authorized  to  designate  officials  to 
hold  informal  hearings  which  relate  to 
their  assigned  functions  under  sections 
305,  404(b),  and  801(a)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  section  6 
of  the  Fair  Packaging  and  Labeling  Act, 
section  9(b)  of  the  Federal  Caustic  Poi¬ 
son  Act,  and  section  5  of  the  Federal 
Import  Milk  Act.  Officials  so  designated 
are  delegated  authority  vested  in  the 
Secretary  of  Agriculture  by  7  U.S.C.  2217 
(43  Stat.  803)  to  administer  or  to  take 
from  any  person  an  oath,  affirmation, 
affidavit,  or  deposition  for  use  in  any 
prosecution  or  proceeding  under  or  in 
enforcement  of  any  law  as  cited  in  this 
section. 

(b)  The  Director,  Deputy  Director, 
and  Associate  Director  of  the  Bureau  of 
Biologies  are  authorized  to  appoint  re¬ 
view  boards  as  provided  by  §  601.41  of 
this  chapter. 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  hold  hearings  under  sec¬ 
tion  360(a)  of  the  Public  Health  Service 
Act,  and  to  designate  officials  to  hold 


informal  hearings  under  section  360(a) 
of  the  act. 

§  5.22  Delegations  regarding  imports. 

(a)  The  Regional  Food  and  Drug  Di¬ 
rectors,  Deputy  Regional  Food  and  Drug 
Directors,  and  District  Directors  are  au¬ 
thorized  to  designate  officials  who  may 
request,  under  section  801(a)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act,  from 
the  Secretary  of  the  Treasury  samples  of 
foods,  drugs,  devices,  or  cosmetics  im¬ 
ported,  or  offered  for  import,  ih  order  to 
determine  whether  such  articles  are  in 
compliance  with  the  act. 

(b)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health, 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  are  authorized  to 
request,  under  section  360(a)  of  the  Pub¬ 
lic  Health  Service  Act,  from  the  Secre¬ 
tary  of  the  Treasury  samples  of  elec¬ 
tronic  products  imported  or  offered  for 
import  in  order  to  determine  whether 
such  articles  are  in  compliance  with  the 
act. 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health, 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  may,  under  sec¬ 
tion  360B(b)  of  the  Public  Health  Serv¬ 
ice  Act,  exempt  persons  from  issuing  a 
certification  as  required  by  section 
358(h)  of  the  act,  for  electronic  products 
imported  into  the  United  States  for  test¬ 
ing,  evaluation,  demonstrations,  or  train¬ 
ing,  which  will  not  be  introduced  into 
commerce  and  upon  completion  of  their 
function,  will  be  destroyed  or  exported  in 
accord  with  Bureau  of  Customs  regula¬ 
tions. 

(d)  The  Regional  Food  and  Drug  Di¬ 
rectors,  Deputy  Regional  Food  and  Drug 
Directors,  and  District  Directors  are  au¬ 
thorized  to  exercise  all  of  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
under  section  362  of  the  Public  Health 
Service  Act  (42  U.S.C.  265)  that  relate  to 
the  prohibition  of  the  introduction  of 
foods,  drugs,  devices,  cosmetics,  and  elec¬ 
tronic  products  and  other  items  or  prod¬ 
ucts  regulated  by  the  Food  and  Drug  Ad¬ 
ministration  into  the  United  States  when 
it  is  determined  that  it  is  required  in  the 
interest  of  public  health,  and  such  func¬ 
tions  relate  to  the  law  enforcement  func¬ 
tions  of  the  Food  and  Drug  Administra¬ 
tion. 

§  5.23  Delegations  regarding  eertifiea- 
tion  of  true  eopies  and  use  of  Depart¬ 
ment  seal. 

(a)  The  following  officials  are  au¬ 
thorized  to  certify  true  copies  of  or  ex¬ 
tracts  from  any  books,  records,  papers, 
or  other  documents  on  file  within  the 
Food  and  Drug  Administration,  to  certify 
that  copies  are  true  copies  of  the  entire 
file,  to  certify  the  complete  original  rec¬ 
ord,  or  to  certify  the  nonexistence  of 
records  on  file  within  the  Administra¬ 
tion,  and  to  cause  the  seal  of  the  Depart¬ 
ment  to  be  affixed  to  such  certifications : 

(1)  Associate  and  Deputy  Associate 
Commissioners. 

(2)  Assistant  and  Deputy  Assistant 
Commissioners. 

(3)  Director  of  the  Executive  Secre¬ 
tariat. 
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(4)  Director  and  Deputy  Director  of 
the  Office  of  Legislative  Services. 

(5)  The  FDA  Regulations  Officer  and 
the  Federal  Register  Liaison  Officer  and 
their  alternates,  and  Director,  Public 
Records  and  Documents  Center  of  the 
Office  of  Compliance. 

(6)  Directors  and  Deputy  Directors 
of  Bureaus  and  Executive  Director  and 
Deputy  Executive  Director  of  Regional 
Operations. 

(7)  Director  of  the  Office  of  Plan¬ 
ning  and  Evaluation,  the  Associate  Di¬ 
rector  and  Deputy  Associate  Director  for 
Compliance,  and  the  Directors  of  the  Di¬ 
visions  of:  Methadone  Monitoring;  Drug 
Product  Quality;  Drug  Labeling  Com¬ 
pliance;  and  Drug  Manufacturing  of  the 
Bureau  of  Drugs. 

(8)  Associate  Director  for  Manage¬ 
ment,  the  Associate  Director  and  Deputy 
Associate  Director  for  Compliance,  and 
the  Directors  of  the  Divisions  of:  Regu¬ 
latory  Guidance;  Food  Technology;  and 
Food  Service  of  the  Bureau  of  Foods. 

(9)  Associate  Director  and  the  Direc¬ 
tor  of  the  Division  of  Compliance  of  the 
Bureau  of  Biologies. 

(10)  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  the  Bu¬ 
reau  of  Veterinary  Medicine. 

(11)  Associate  Director  for  Adminis¬ 
tration  of  the  Bureau  of  Radiological 
Health,  and  the  Director  of  the  Division 
of  Compliance  of  that  Bureau. 

(12)  Assistant  Director  for  Program 
Operations  and  the  Director  of  the  Di¬ 
vision  of  Compliance  of  the  Bureau  of 
Medical  Devices  and  Diagnostic  Prod¬ 
ucts. 

(b)  The  following  officials  are  author¬ 
ized  to  cause  the  seal  of  the  Department 
to  be  affixed  to  agreements,  awards,  ci¬ 
tations,  diplomas,  and  similar  docu¬ 
ments. 

(1)  Associate  and  Deputy  Associate 
Commissioners. 

(2)  The  Director  of  the  Division  of 
Personnel  Management  of  the  Office  of 
Administration  and  the  Chief  of  the 
Career  Development  and  Training 
Branch  of  that  Division  and  Office. 

<c)  The  Federal  Register  Writer  and 
his  alternates  of  the  Office  of  Compli¬ 
ance  are  authorized  to  certify  true  copies 
of  Federal  Register  documents. 

§  5.21  Delegations  regarding  disclosure 
of  official  records. 

(a>  The  following  officials  are  author¬ 
ized  to  make  determinations  to  disclose 
official  records  and  information  in  ac¬ 
cordance  with  Part  4  of  this  chapter. 

(1)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Drugs,  and  the  Asso¬ 
ciate  Director  and  Deputy  Associate  Di¬ 
rector  for  Compliance  and  the  Directors 
of  the  Divisions  of :  Methadone  Monitor¬ 
ing;  Drug  Product  Quality;  Drug  Label¬ 
ing  Compliance;  and  Drug  Manufactur¬ 
ing  of  that  Bureau. 

(2)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Foods,  and  the  Associate 
Director  and  Deputy  Associate  Director 
for  Compliance  and  the  Director  of  the 
Division  of  Regulatory  Guidance  of  that 
Bureau. 
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(3)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(4)  The  Director  and  Deputy  Director, 
Bureau  of  Radiological  Health,  and  the 
Director  of  the  Division  of  Electronic 
Products  and  the  Director  of  the  Division 
of  Compliance  of  that  Bureau. 

(5)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Biologies,  and  the  As¬ 
sociate  Director  and  the  Director  of  the 
Division  of  Compliance  of  that  Bureau. 

(6)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Medical  Devices  and 
Diagnostic  Products  and  the  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(b)  The  Chief  of  the  Drug  Listing 
Branch  of  the  Division  of  Drug  Labeling 
Compliance  of  the  Bureau  of  Drugs  is 
authorized  to  sign  affidavits  regarding  the 
presence  or  absence  of  records  of  Regis¬ 
tration  of  Drug  Establishments. 

(c)  The  Chief  of  the  Records  Section 

of  the  Administrative  Services  Branch, 
Division  of  Management  Services,  Office 
of  Administration,  is  authorized  to  sign 
affidavits  regarding  the  presence  or 
absence  of  records  in  the  files  of  that 
section.  i 

§  5.25  Delegations  regarding  certifica¬ 
tion  of  color  additives. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Foods,  the  Associate  Di¬ 
rector  and  Deputy  Associate  Director  for 
Technology,  and  the  Director  and  Dep¬ 
uty  Director  of  the  Division  of  Color 
Technology  of  that  Bureau  are  author¬ 
ized  to  certify  batches  of  color  additives 
for  use  in  foods,  drugs,  or  cosmetics, 
under  section  706  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

§  5.26  Delegations  regarding  certifica¬ 
tion  of  insulin. 

The  Director,  Deputy  Director,  and 
the  Associate  Director  and  Deputy  As¬ 
sociate  Director  for  Compliance  of  the 
Bureau  of  Drugs,  the  Director  and  Dep¬ 
uty  Director  of  the  Division  of  Drug 
Product  Quality  of  that  Bureau,  and 
the  Chief  and  Assistant  Chief  of  the 
Certification  Services  Branch  of  that  Di¬ 
vision  and  Bureau  are  authorized  to  cer¬ 
tify  or  reject  batches  of  drugs  containing 
insulin,  pursuant  to  section  506(a)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act. 

§  5.27  Delegations  regarding  certifica¬ 
tion  of  antibiotic  drugs. 

The  Director,  Deputy  Director,  and  the 
Associate  Director  and  Deputy  Associate 
Director  for  Compliance  erf  the  Bureau  of 
Drugs,  the  Director  and  Deputy  Director 
of  the  Division  of  Drug  Product  Quality 
of  that  Bureau,  and  the  Chief  and  As¬ 
sistant  Chief  of  the  Certification  Services 
Branch  of  that  Division  and  Bureau  are 
authorized  to  certify  or  reject  batches 
of  antibiotic  drugs,  or  any  derivative  of 
these  drugs,  pursuant  to  sections  507(a) 
and  512(n)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 
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§  5.28  Delegations  regarding  approval 
of  new  animal  drag  applications  and 
supplements  thereto  for  drugs  for 
animal  use. 

The  Director  of  the  Bureau  of  Veteri¬ 
nary  Medicine  is  authorized  to  perform 
all  the  functions  of  the  Commissioner  of 
Food  and  Drugs  with  regard  to  the  ap¬ 
proval  of  new  animal  drug  applications, 
and  new  animal  drug  application  supple¬ 
ments,  for  new  animal  drugs  submitted 
pursuant  to  section  512  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  The  Di¬ 
rector  of  the  Division  of  Veterinary  Med¬ 
ical  Review  of  the  Bureau  of  Veterinary 
Medicine  is  authorized  to  perform  the 
functions  of  the  Commissioner  with  re¬ 
gard  to  the  approval  of  applications  for 
animal  feeds  containing  new  animal 
drugs. 

§  5.29  Delegations  regarding  issuance  of 
notices  relating  to  proposals  to  re¬ 
fuse  approval  or  to  withdraw  ap¬ 
proval  of  new  animal  drug  applica¬ 
tions  and  supplements  thereto  for 
drugs  for  animal  use. 

The  Director  of  the  Bureau  of  Veteri¬ 
nary  Medicine  is  authorized  to  issue  no¬ 
tices  of  an  opportunity  for  a  hearing  on 
proposals  to  refuse  approval  or  to  with¬ 
draw  approval  of  new  animal  drug  appli¬ 
cations  and  new  animal  drug  application 
supplements  for, drugs  for  animal  use 
submitted  pursuant  to  section  512  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  to  issue  notices  of  withdrawal  of 
approval  when  opportunity  for  hearing 
has  been  waived. 

§  5.30  Delegations  regarding  approval 
of  new-dfug  applications  and  supple¬ 
ments  thereto  for  drugs  for  human 
use. 

(a)  The  Director,  Deputy  Director, 
and  Associate  Director  for  New  Drug 
Evaluation  of  the  Bureau  of  Drugs  are 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
with  regard  to  approval  of  new-drug  ap¬ 
plications  and  supplements  thereto  which 
are  for  drugs  for  human  use  and  have 
been  submitted  pursuant  to  section  505 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  except  those  pertaining  to  ingre¬ 
dients  packaged  together  with  containers 
intended  for  the  collection,  processing, 
or  storage  of  blood  and  blood  components 
for  which  authority  has  been  delegated 
in  paragraph  (b)  of  this  section. 

(1)  The  Directors  of  the  Divisions  of: 
Anti-Infective  Drug  Products;  Cardio- 
Renal  Drug  Products;  Surgical-Dental 
Drug  Products;  Metabolism  and  Endo¬ 
crine  Drug  Products;  Neur ©pharmaco¬ 
logical  Drug  Products;  Oncology  and 
Radiopharmaceutical  Drug  Products : 
and  Drug  Advertising  of  the  Bureau  of 
Drugs  are  authorized  to  perform  all  of 
the  functions  of  the  Commissioner  of 
Food  and  Drugs  with  regard  to  approval 
of  supplemental  applications  to  approved 
new-drug  applications  which  are  for 
drugs  for  human  use  and  have  been  sub¬ 
mitted  pursuant  to  5§  314.1(c)  and  314.8 
of  this  chapter,  except  those  pertaining 
to  ingredients  packaged  together  with 
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containers  intended  for  the  collection, 
processing,  or  storage  of  blood  and  blood 
components  for  which  authority  has  been 
delegated  in  paragraph  (b)  of  this  sec¬ 
tion. 

(2)  The  Associate  and  Deputy  Asso¬ 
ciate  Director  for  Drug  Monographs  and 
the  Director  of  the  Division  of  Generic 
Drug  Monographs  of  the  Bureau  of 
Drugs  are  authorized  to  perform  all  of 
the  functions  of  the  Commissioner  of 
Fdod  and  Drugs  regarding  the  approval 
of  abbreviated  new -drug  applications 
and  supplemental  applications  thereto 
which  are  for  drugs  for  human  use  and 
have  been  submitted  pursuant  to  §§  314.1 
(f)  and  314.8  of  this  chapter,  except 
those  pertaining  to  ingredients  pack¬ 
aged  together  with  containers  intended 
for  the  collection,  processing,  or  storage 
of  blood  and  blood  components  for 
which  authority  has  been  delegated  in 
paragraph  (b)  of  this  section. 

<b)  The  Director,  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bio¬ 
logies  are  authorized  to  perform  all  of 
the  functions  of  the  Commissioner  of 
Food  and  Drugs  with  regard  to  the  ap¬ 
proval  of  new-drug  applications  which 
are  for  drugs  for  human  use  and  which 
pertain  to  ingredients  packaged  to¬ 
gether  with  containers  intended  for  the 
collection,  processing,  or  storage  of  blood 
or  blood  components  and  which  have 
been  submitted  pursuant  to  section  505 
of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act. 

§  5.31  Delegations,  regarding  issuance  of 
notices  relating  to  proposals  to  refuse 
approval  or  to  withdraw  approval  of 
new-drug  applications  and  supple¬ 
ments  thereto  for  drugs  for  human 
use. 

(a)  The  Director  and  Deputy  Direc¬ 
tor  of  the  Bureau  of  Drugs  are  au¬ 
thorized  to  issue  notices  of  an  opportu¬ 
nity  for  a  hearing  on  proposals  to 
refuse  approval  or  to  withdraw  approval 
of  new-drug  applications  and  abbrevi¬ 
ated  new-drug  applications  and  supple¬ 
mental  applications  thereto  which  are 
for  drugs  for  human  use  and  have 
been  submitted  pursuant  to  section  505 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  and  §§  314.1  and  314.8  of  this  chap¬ 
ter,  except  those  pertaining  to  ingredi¬ 
ents  packaged  together  with  containers 
intended  for  the  collection,  processing, 
or  storage  of  blood  and  blood  compo¬ 
nents  for  which  authority  has  been 
delegated  in  paragraph  (b)  of  this  sec¬ 
tion,  and  to  issue  notices  of  withdrawal 
of  approval  when  opportunity  for  hear¬ 
ing  has  been  waived. 

(b)  The  Director,  Deputy  Director, 
and  Associate  Director  of  the  Bureau  of 
Biologies  are  authorized  to  issue  notices 
of  an  opportunity  for  a  hearing  on  pro¬ 
posals  to  refuse  approval  or  to  with¬ 
draw  approval  of  new-drug  applications 
and  abbreviated  new-drug  applications 
and  supplemental  applications  thereto 
which  are  for  drugs  for  human  use  and 
which  pertain  to  ingredients  packaged 
together  with  containers  intended  for 
the  collection,  processing,  or  storage  of 
blood  or  blood  components  and  which 
have  been  submitted  pursuant  to  section 


505  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  and  SS  314.1  and  314.8  of  this 
chapter,  and  to  issue  notices  of  with¬ 
drawal  of  approval  when  opportunity  for 
hearing  has  been  waived. 

§  5.32  Delegations  regarding  designa¬ 
tion  of  official  master  and  working 
standards  for  antibiotic  drugs. 

The  Director,  Deputy  Director,  and 
Associate  Director  for  Pharmaceutical 
Research  and  Testing  of  the  Bureau  of 
Drugs,  and  the  Director  of  the  National 
Center  for  Antibiotics  Analysis  of  that 
Bureau  are  authorized  to  designate  of¬ 
ficial  Food  and  Drug  Administration 
master  and  working  standards  for  anti¬ 
biotic  drugs  under  §  430.5  of  this  chapter. 

§  5.33  Delegations  regarding  emergency 
functions. 

Each  Regional  Food  and  Drug  Direc¬ 
tor  is  authorized,  during  any  period 
when  normal  channels  of  direction  are 
disrupted  between  the  Food  and  Drug 
Administration  headquarters  and  his 
region,  to  fully  represent  the  Food  and 
Drug  Administration  within  his  region  in 
consonance  with  the  Department  of 
Health,  Education,  and  Welfare  regional 
emergency  plans  and  to  exercise  the  au¬ 
thority  of  the  Commissioner  for  super¬ 
vision  of  and  direction  to  all  Food  and 
Drug  Administration  activities  and  use 
of  resources  within  his  region  for  con¬ 
tinuity  and  for  Federal  Emergency 
Health  Service  operations.  These  same 
officials  are  authorized  to  provide  in 
Regional  Emergency  Plans  for  the  dele¬ 
gation  of  Food  and  Drug  Administra¬ 
tion  regional  authorities  to  heads  of  field 
activities  when  such  activities  are  cut  off 
from  national  and  regional  headquarters. 
§  5.34  Delegations  regarding  enforce¬ 
ment  activities. 

(a)  Duly  appointed  and  authorized  in¬ 
spectors,  officers,  and  employees  of  the 
Food  and  Drug  Administration  who  have 
been  issued  the  Food  and  Drug  Admin¬ 
istration  official  credentials  consisting  of 
Form  FD-200a  entitled  “Identification 
Record”  and  Form  FD-200b  entitled 
“Specification  of  General  Authority”  are 
designated  by  the  Commissioner  of  Food 
and  Drugs: 

(1)  To  conduct  examinations,  inspec¬ 
tions,  and  investigations;  to  collect  and 
obtain  samples;  to  have  access  to  and 
to  copy  and  verify  records;  and  to  super¬ 
vise  compliance  operations,  for  the  en¬ 
forcement  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  the  Fair  Packaging  and 
Labeling  Act,  the  Federal  Caustic  Poison 
Act,  the  Import  Milk  Act,  the  Filled  Milk 
Act,  the  Tea  Importation  Act,  and  section 
361  of  the  Public  Health  Service  Act. 

(2)  To  administer  oaths  and  affirma¬ 
tions  under  section  1  of  the  Act  of  Jan¬ 
uary  31,  1925  (Ch.  124,  43  Stat.  803); 
sections  12  to  15  of  Reorganization  Plan 
No.  IV,  effective  June  30.  1940;  and  Re¬ 
organization  Plan  No.  1  of  1953,  effective 
April  11, 1953. 

(b)  Duly  appointed  and  authorized 
Inspectors,  officers,  and  employees  of  the 
Food  and  Drug  Administration  who  have 
been  issued  the  Pood  and  Drug  Adminis¬ 
tration  official  credentials  consisting  of 
Form  FD-200a  entitled  “Identification 


Record”  and  Form  FD-200c  entitled 
“Specification  of  General  and  Special 
Authority”  are  designated  by  the 
Commissioner  of  Food  and  Drugs: 

(1)  To  perform  the  duties  enumerated 

in  paragraph  (a)  (1)  and  (2)  of  this 
section.  t 

(2)  As  officers  and  employees  having 
the  authority  to  request  and  the  author¬ 
ity  to  have  access  to  and  copy  and  verify 
records  and  reports  required  by  sections 
505  (i)  and  (j),  507  (d)  and  (g),  and 
512  (1)  and  (m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  355 
(i)  and  (j),  357  (d)  and  (g),  and  360b 
(1)  and  (m) ) . 

(c)  The  Food  and  Drug  Administra¬ 
tion  official  credentials  referred  to  in 
paragraphs  (a)  and  (b)  of  this  section 
are  described  as  follows: 

( 1 )  Form  FD-200a  entitled  “Identifica¬ 
tion  Record”  bears  a  color  photograph, 
description,  and  signature  of  the  bearer, 
an  identification  number,  an  expiration 
date,  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  seal  with  blue  imprint 
centered  to  the  left  of  the  photograph 
and  the  Food  and  Drug  Administration 
symbol  centered  to  the  right  of  the  photo¬ 
graph. 

(2)  Form  FD-200b  entitled  “Specifica¬ 
tion  of  General  Authority”  bears  the 
holder’s  name,  his  general  authority,  an 
identification  number,  an  expiration 
date,  and  the  Commissioner’s  signature. 

(3)  Form  FD-200c  entitled  “Specifica¬ 
tion  of  General  and  Special  Authority” 
bears  the  holder’s  name,  his  general  and 
special  authority,  an  Identification  num¬ 
ber,  an  expiration  date,  and  the  Com¬ 
missioner’s  signature  and  is  superimposed 
in  the  lower  right  corner  with  a  red, 
white,  and  blue  stripe  imprint. 

(4)  Both  Form  FD-200b  and  Form  FD- 
200c  bear  the  name  of  the  Department 
of  Health,  Education,  and  Welfare,  Pub¬ 
lic  Health  Service,  and  Food  and  Drug 
Administration  and  are  superimposed 
with  the  Department  seal  with  blue  im¬ 
print. 

(d)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  refuse  admission  of  non¬ 
complying  electronic  product  imports 
and  to  notify  the  Secretary  of  the  Treas¬ 
ury  of  such  refusal  under  section  360(a) 
of  the  Public  Health  Service  Act  and 
are  authorized  to  refuse  or  to  grant  per¬ 
mission  and  time  extensions  to  bring 
such  products  into  compliance,  and  are 
authorized  to  supervise  or  designate  an 
official  to  supervise  such  operations 
under  section  360(b)  of  the  act. 

(e)  TTie  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  and 
the  Director  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  are  authorized  to 
perform  all  of  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under  sec¬ 
tion  360A(a)  of  the  Public  Health  Serv¬ 
ice  Act  relating  to  electronic  product 
safety  and  inspection  of  electronic  prod¬ 
uct  manufacturers’  premises,  and  to  per¬ 
form  all  of  the  functions  of  the  Commis¬ 
sioner  of  Food  and  Drugs  under  section 
360A(b)  of  the  act  relating  to  the  estab¬ 
lishment,  maintenance,  and  inspection  of 
electronic  product  manufacturers’  rec¬ 
ords. 
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(f)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  designate  officials  to  make 
accident  and  investigation  reports  under 
section  360A(d>  of  the  Public  Health 
Service  Act. 

( g )  The  Director,  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bio¬ 
logies  and  the  Director  of  the  Division'of 
Compliance  of  that  Bureau  may  author¬ 
ize,  pursuant  to  section  351(c)  of  the 
Public  Health  Service  Act  (42  U.S.C.  262 
(c)),  any  officer,  agent,  or  employee  to 
enter  and  inspect  any  establishment 
which  is  subject  to  the  provisions  of  sec¬ 
tion  351  of  the  act  (42  U.S.C.  262). 

§  5.35  Delegations  regarding  ccrtifica- 
lion  following  inspections. 

Regional  Food  and  Drug  Directors, 
Deputy  Regional  Food  and  Drug  Direc¬ 
tors,  and  District  Directors  are  author¬ 
ized  to  issue  certificates  of  sanitation 
under  §  1240.20  of  this  chapter. 

§  5.36  Delegations  regarding  grants  and 
fellowships. 

(a)  The  Associate  and  Deputy  Asso¬ 
ciate  Commissioner  for  Science  are  au¬ 
thorized  to  approve  or  disapprove  all 
applications  for  grants  and  fellowships 
and  to  select  officials  to  serve  as  program 
managers  to  exercise  scientific  oversight 
and  to  monitor  grantee  progress. 

<b>  The  Associate  and  Deputy  Asso¬ 
ciate  Commissioner  for  Administration 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Contracts  and  Grants 
Management  of  the  Office  of  Admin¬ 
istration  are  authorized  to  execute  grant 
awards  upon  approval  by  the  Associate 
or  Deputy  Associate  Commissioner  for 
Science  under  sections  301,  307,  311,  and 
356  of  the  Public  Health  Service  Act,  and 
to  notify  grantees  of  officials  who  will 
serve  as  the  IDA  program  manager  for 
their  grant. 

(c)  The  Associate  and  Assistant  Com¬ 
missioners,  the  Directors  of  Bureaus,  the 
Director,  National  Center  for  Toxicologi¬ 
cal  Research,  and  the  Executive  Director 
of  Regional  Operations  are  authorized  to 
award  service  fellowships  in  the  FDA 
Staff  Fellowship  Program  under  section 
301  of  the  Public  Health  Service  Act. 

§  5.37  Delegations  regarding  issuance, 
amendment,  or  repeal  of  regulations 
pertaining  to  antibiotic  drugs  for  hu¬ 
man  use. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Drugs  and  the  Assistant 
Director  for  Regulatory  Affairs  are  au¬ 
thorized  to  perform  all  of  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
under  section  507  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  regarding  the 
Issuance,  amendment,  or  repeal  of  regu¬ 
lations  pertaining  to  antibiotic  drugs  for 
human  use. 

§  5.38  Delegations  regarding  issuance  of 
notices  of  filing  of  petitions  and  no¬ 
tices  of  proposed  rulemaking  per¬ 
taining  to  food  standards,  food  addi¬ 
tives,  and  color  additives. 

The  Director  of  the  Bureau  of  Foods 
is  authorized  to  perform  all  the  func- 
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tions  of  the  Commissioner  of  Food  and 
Drugs  under  sections  401,  409,  and  706 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  regarding  the  Issuance  of  notices  of 
filing  of  petitions  and  notices  of  pro¬ 
posed  rulemaking  pertaining  to  food 
standards,  food  additives,  and  color 
additives. 

§  5.39  Delegations  regarding  termina¬ 
tion  of  exemptions  for  new  drugs  for 
investigational  use  in  human  beings 
or  in  animals. 

(a)  The  Director  and  Deputy  Direc¬ 
tor  of  the  Bureau  of  Drugs  are  author¬ 
ized  to  perform  all  the  functions  of 
the  Commissioner  of  Food  and  Drugs 
with  regard  to  the  termination  of  exemp¬ 
tions  for  new  drugs  for  investigational 
use  in  human  beings  under  $  312.1 
and  in  animals  under  9  312.9  of  this 
chapter,  except  those  which  pertain  to 
a  biological  product  subject  to  the  li¬ 
censing  provisions  of  section  351  of  the 
Public  Health  Service  Act  (42  U.S.C.  262) . 
The  Associate  Director  and  Deputy  As¬ 
sociate  Director  for  New  Drug  Evalua¬ 
tion  and  the  Directors  of  the  Divisions 
of:  Anti-Infective  Drug  Products;  Car- 
dio-Renal  Drug  Products;  Surgical-Den¬ 
tal  Drug  Products;  Metabolism  and  En¬ 
docrine  Drug  Products;  Neuropharmaco- 
logical  Drug  Products:  and  Oncology  and 
Radiopharmaceutical  Drug  Products  of 
the  Bureau  of  Drugs  are  authorized  to 
notify  sponsors  and  invite  correction 
prior  to  termination  action  on  such 
exemptions. 

(b)  The  Director,  Deputy  Director, 
and  Associate  Director  of  the  Bureau  of 
Biologies  are  authorized  to  perform  all 
the  functions  of  the  Commissioner  of 
Food  and  Drugs  with  regard  to  the  ter¬ 
mination  of  those  exemptions  for  new 
drugs  for  investigational  use  in  human 
beings  under  §  312.1  and  in  animals  un¬ 
der  §  312.9  of  this  chapter  pertaining  to 
a  biological  product  subject  to  the  li¬ 
censing  provisions  of  section  351  of  the 
Public  Health  Service  Act  (42  U.S.C. 
262). 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine  are 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
with  regard  to  the  termination  of  exemp¬ 
tions  for  new  animal  drugs  for  investiga¬ 
tional  use  in  animals  under  9  511.1  of  this 
chapter. 

§  5.40  Delegations  regarding  detention 
of  meat,  poultry,  eggs,  and  related 
produets. 

The  Regional  Food  and  Drug  Direc¬ 
tors,  Deputy  Regional  Food  and  Drug 
Directors,  and  District  Directors  are  au¬ 
thorized  to  perform  and  to  designate 
other  officials  to  perform  all  the  func¬ 
tions  of  the  Commissioner  of  Food  and 
Drugs  under: 

(a)  Section  409(b)  of  the  Federal  Meat 
Inspection  Act  (21  U.S.C.  679(b) )  which 
relate  to  the  detention  of  any  carcass, 
part  thereof,  meat,  or  meat  product  of 
cattle,  sheep,  swine,  goats,  or  equines. 

(b)  Section  24(b)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act  (21  UB.C.  467f (b)  > 
which  relate  to  the  detention  of  any 
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poultry  carcass,  part  thereof,  or  poultry 
product. 

(c)  The  Egg  Products  Inspection  Act 
(21  U.S.C.  1031  et  seq.) 

§  5.41  Delegations  regarding  approval 
of  schools  providing  food-processing 
instruction. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Foods  are  authorized  to 
perform  all  of  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under 
§  128b.  10  of  this  chapter  regarding  the 
approval  of  schools  giving  instruction  in 
retort  operations,  processing  systems  op¬ 
erations,  aseptic  processing  and  pack¬ 
aging  systems  operations,  and  container 
closure  inspections. 

§  5.42  Delegations  regarding  issuance  of 
reports  of  minor  violations. 

(a)  The  following  officials  are  author¬ 
ized  to  perform  all  the  functions  of  the 
Commissioner  of  Food  and  Drugs  under 
section  306  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  regarding  the  issuance 
of  written  notices  or  warnings: 

(1)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Drugs  and  the  Associ¬ 
ate  Director  and  Deputy  Associate  Direc¬ 
tor  for  Compliance  of  that  Bureau. 

(2)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Foods  and  the  Associate 
Director  and  Deputy  Associate  Director 
for  Compliance  of  that  Bureau. 

(3)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(4)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Medical  Devices  and 
Diagnostic  Products  and  the  Director 
of  the  Division  of  Compliance  of  that 
Bureau. 

(5)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Biologies,  and  the  Asso¬ 
ciate  Director  and  the  Director  of  the 
Division  of  Compliance  of  that  Bureau. 

(b)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
under  section  360C(d)  of  the  Public 
Health  Service  Act  regarding  the  issu¬ 
ance  of  written  notices  or  warnings. 

§  5.43  Delegations  relating  to  granting 
and  withdrawing  variances  from  per¬ 
formance  standards  for  electronic 
products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  grant  and  withdraw  vari¬ 
ances  from  the  provisions  of  performance 
standards  for  electronic  products  estab¬ 
lished  in  Subchapter  J  of  this  chapter. 

§  5.44  Delegations  relating  to  exemp¬ 
tions  from  performance  standards 
for  electronic  products. 

The  Director  of  the  Bureau  of  Radio¬ 
logical  Health  is  authorized  to  exempt 
from  performance  standards  any  elec¬ 
tronic  product  Intended  solely  or  pre¬ 
dominantly  for  departments  or  agencies 
of  the  United  States  under  section  358 
(a)  (5)  of  the  Public  Health  Service  Act. 
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§  5.45  Delegations  relating  to  testing 
programs  and  methods  of  certifica¬ 
tion  and  identification  for  electronic 
products. 

The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  are  authorized  to 
review  and  evaluate  industry  testing  pro¬ 
grams  under  section  358(g)  of  the  Public 
Health  Service  Act,  and  to  approve  or 
disapprove  alternate  methods  of  certifi¬ 
cation  and  identification  and  to  disap¬ 
prove  testing  programs  upon  which 
certification  is  based  under  section 
358(h)  of  the  act. 

§  5.46  Delegations  relating  to  notifica¬ 
tion  of  defects  in,  and  repair  or  re¬ 
placement  of,  electronic  products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
relating  to  notification  of  defects  in,  and 
repair  or  replacement  of,  electronic  prod¬ 
ucts  under  section  359  of  the  Public 
Health  Service  Act  and  under  $$  1003.11, 
1003.22, 1003.31, 1004.2, 1004.3, 1004.4,  and 
1004.6  of  this  chapter.  The  Director  of  the 
Division  of  Compliance  of  the  Bureau  of 
Radiological  Health  is  authorized  to  no¬ 
tify  manufacturers  of  defects  in,  and 
noncompliance  of,  electronic  products 
under  section  359(e)  of  the  Public  Health 
Service  Act. 

§  5.47  Delegations  relating  to  manufac¬ 
turer's  resident  import  agents. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  reject  manufacturers’  des¬ 
ignations  of  resident  import  agents  pur¬ 
suant  to  §  1005.25(b)  of  this  chapter. 

§  5.48  Delegations  relating  to  requiring 
manufacturers  to  provide  data  to  ul¬ 
timate  purchasers  of  electronic  prod¬ 
ucts. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  require  manufacturers  to 
provide  performance  and  technical  data 
to  the  ultimate  purchaser  of  electronic 
products  under  section  360A(c)  of  the 
Public  Health  Service  Act. 

§  5.49  Delegations  relating  to  directing 
dealers  and  distributors  of  electronic 
products  to  provide  data  to  manu¬ 
facturers. 

The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  and 
the  Director  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  are  authorized  to 
direct  dealers  and  distributors  of  elec¬ 
tronic  products  to  furnish  information 
on  first  purchasers  of  such  products  to 
the  manufacturer  of  the  product  under 
section  360A(f)  of  the  Public  Health 
Service  Act. 

§  5.50  Delegations  relating  to  accept¬ 
ance  of  assistance  from  State  and 
local  authorities  for  enforcement  of 
radiation  control  legislation  and  reg¬ 
ulations. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 


authorized  to  accept  assistance  from 
State  and  local  authorities  engaged  in 
activities  related  to  health  or  safety  or 
consumer  protection  on  a  reimbursable 
basis  or  otherwise,  under  section  360E  of 
the  Public  Health  Service  Act. 

§  5.51  Delegations  regarding  issuance 
and  revocation  of  licenses  for  the 
propagation  or  manufacture  and 
preparation  of  biological  products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Biologies  and  the  Asso¬ 
ciate  Director  of  that  Bureau  are  author¬ 
ized  to  issue  licenses  under  section  351  of 
the  Public  Health  Service  Act  (42  U.S.C. 
262)  for  propagation  or  manufacture  and 
preparation  of  biological  products  as 
specified  in  the  act,  and  to  revoke  such 
licenses  at  the  manufacturer's  request. 

§  5.52  Delegations  regarding  issuance  of 
notices  implementing  the  provisions 
of  the  Drug  Amendments  of  1962. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Drugs  are  authorized  to 
issue  notices  and  amendments  thereto 
implementing  section  107(c)  (3)  of  the 
Drug  Amendments  of  1962  (Pub.  L.  87- 
781)  by  announcing  new  or  revised  effi¬ 
cacy  findings  on  human  drugs  that  are  or 
were  subject  to  the  provisions  of  sections 
505  and  507  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  355  and 
357). 

Subpart  C — Organization 

§  5.100  Headquarters. 

The  central  organization  of  the  Food 
and  Drug  Administration  consists  of  the 
following: 

OFFICE  OF  THE  COMMISSIONED  1 

Commissioner  of  Food  and  Drags. 

Deputy  Commissioner. 

Administrative  Law  Judge. 

Associate  Commissioner  for  Compliance. 
Hearing  Clerk. 

Associate  Commissioner  for  Medical  Affairs. 
Associate  Commissioner  for  Science. 

Associate  Commissioner  for  Administration. 
Assistant  Commissioner  for  Public  Affairs. 
Assistant  Commissioner  for  Planning  and 
Evaluation. 

Assistant  Commissioner  for  Professional  and 
Consumer  Programs. 

BUREAU  OF  BIOLOGICS  * 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Virology. 

Division  of  Blood  and  Blood  Products. 

Division  of  Control  Activities. 

Division  of  Pathology. 

Division  of  Bacterial  Products. 

BUREAU  OF  DRUGS  1 

Office  of  the  Director. 

Office  of  Planning  and  Evaluation. 

Associate  Director  for  Drug  Monographs. 
Division  of  OTC  Drug  Evaluation. 

Division  of  Biopharmaceutics. 

Division  of  Oenerlc  Drug  Monographs. 
Associate  Director  for  Biometrics  and  Epi¬ 
demiology. 

Division  of  Biometrics. 

Division  of  Poison  Control. 

Division  of  Drug  Experience. 


»  Mailing  address:  6600  Fishers  Lane,  Rock¬ 
ville,  MD  20852. 

*  Mailing  address:  8800  Rockville  Pike, 
Bethesda.  MD  20014. 


Associate  Director  for  Compliance. 

Division  of  Methadone  Monitoring. 

Division  of  Drug  Product  Quality. 

Division  of  Drug  Labeling  Compliance. 
Division  of  Drug  Manufacturing. 

Associate  Director  for  Pharmaceutical  Re¬ 
search  and  Testing. 

Division  of  Drug  Biology. 

Division  of  Drug  Chemistry. 

National  Center  for  Antibiotics  Analysis. 
National  Center  for  Drug  Analysis. 

Associate  Director  for  New  Drug  Evaluation 
Division  of  Antl-Infectlve  Drug  Products. 
Division  of  Cardlo-Renal  Drug  Products. 
Division  of  Surgical -Dental  Drug  Products. 
Division  of  Metabolism  and  Endocrine  Drug 
Products. 

Division  of  Neuropharmacologlcal  Drug  Prod¬ 
ucts. 

Division  of  Oncology  and  Radiopharmaceu¬ 
tical  Drug  Products. 

Division  of  Drug  Advertising. 

Associate  Director  for  Information  Systems. 
Division  of  Drug  Information  Resources. 
Division  of  Information  Systems  Design 
Medical  Library. 

BUREAU  OF  FOODS* 

Office  of  the  Director. 

Associate  Director  for  Compliance. 

Division  of  Regulatory  Guidance. 

Division  of  Compliance  Programs. 

Division  of  Industry  Programs. 

Division  of  Food  and  Color  Additives. 
Associate  Director  for  Sciences. 

Division  of  Chemistry  and  Physics. 

Division  of  Toxicology. 

Division  of  Pathology. 

Division  of  Microbiology. 

Division  of  Mathematics. 

Associate  Director  for  Technology. 

Division  of  Food  Technology. 

Division  of  Chemical  Technology. 

Division  of  Color  Technology. 

Division  of  Cosmetics  Technology. 

Associate  Director  for  Nutrition  and  Con¬ 
sumer  Sciences. 

Division  of  Consumer  Studies. 

Division  of  Food  Service. 

Division  of  Nutrition. 

bureau  of  medical  devices  and 

DIAGNOSTIC  PRODUCTS* 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Diagnostic  Product  Standards  and 
Research. 

Division  of  Medical  Device  Standards  and 
Research. 

Division  of  Classification  and  Scientific 
Evaluation. 

BUREAU  OF  RADIOLOOICAL  HEALTH  1 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Biological  Effects. 

Division  of  Electronic  Products. 

Division  of  Radioactive  Materials  and  Nu¬ 
clear  Medicine. 

Division  of  Training  and  Medical  Applica¬ 
tions. 

BUREAU  OF  VETERINARY  MEDICINE  1 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  New  Animal  Drugs. 

Division  of  Nutritional  Sciences. 

Division  of  Veterinary  Medical  Review. 
Division  of  Veterinary  Research. 

EXECUTIVE  DIRECTOR  OF  REGIONAL  OPERATIONS  1 

Office  of  the  Executive  Director. 

Division  of  Field  Operations. 

Division  of  Planning  and  Analysis. 

Division  of  Federal-State  Relations. 


■Mailing  address:  200  C  St.  SW,  Washing¬ 
ton,  D.C.  20204. 
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National  Center  foe  Toxicological 

Research  * 

* 

Office  of  the  Director. 

Office  of  Program  and  Resource  Planning. 
Division  of  Animal  Husbandry. 

Division  of  Microbiology  and  Immunology. 
Division  of  Diet  Preparation. 

Division  of  Facilities  Engineering  and 
Maintenance. 

Division  of  Chemistry. 

Division  of  Scientific  Information  Systems. 
Division  of  Analytical  Services. 

Division  of  Carcinogenic  Research. 

Division  of  Teratogenic  Research. 

Division  of  Mutagenic  Research. 

Division  of  Molecular  Biology. 

§  5.105  Assistant  General  Counsel  for 
Food  and  Drugs,  Office  of  General 
Counsel,  Department  of  Health,  Ed¬ 
ucation,  and  Welfare. 

Assistant  General  Counsel  for  Food 
and  Drugs.  Room  6-57,  5600  Fishers  Lane, 
Rockville,  MD  20852. 

§  5.110  FDA  Public  Records  and  Docu¬ 
ments  Center. 

The  FDA  Public  Records  and  Docu¬ 
ments  Center,  HFC-18,  is  located  in  Rm. 
4-62,  Parklawn  Bldg.,  5600  Fishers  Lane, 
Rockville,  MD  20852.  Telephone:  301- 
443-6310. 

§5.115  Field  structure. 

Region  I 

Regional  Field  Office :  585  Commercial  Street, 
Boston,  MA  02109. 

Winchester  Engineering  and  Analytical  Cen¬ 
ter:  109  Holton  Street,  Winchester,  MA 
01890. 


*  Mailing  address:  Jefferson,  AR  72079. 


Region  II 

Regional  Field  Office:  850  Third  Avenue, 
Brooklyn,  NY  11232. 

District  Office:  850  Third  Avenue,  Brooklyn, 
11232. 

District  Office:  599  Delaware  Avenue,  Buffalo, 
NY  14202. 

District  Office:  20  Evergreen  Place,  East 
Orange,  NJ  07018. 

District  Office:  Post  Office  Box  S-4427,  San 
Juan  Station,  San  Juan,  PR  00905. 

Region  III 

Regional  Field  Office:  Room  1204,  Second  and 
Chestnut  Streets,  Philadelphia,  PA  19106. 

District  Office:  Room  1204,  Second  and  Chest¬ 
nut  Streets,  Philadelphia,  PA  19106. 

District  Office:  900  Madison  Avenue,  Balti¬ 
more,  MD  21201. 

Region  IV 

Regional  Field  Office:  880  West  Peachtree 
Street,  Atlanta,  OA  30309. 

District  Office:  880  West  Peachtree  Street, 
Atlanta,  OA  30309. 

District  Office:  297  Plus  Park  Boulevard, 
Nashville,  TN  37217. 

District  Office:  Post  Office  Box  118,  Orlando, 
FL  32802. 


Region  V 

Regional  Field  Office:  Room  A-1945,  176  West 
Jackson  Boulevard.  Chicago.  IL  60607. 

District  Office:  Room  1222,  433  West  Van 
Buren  Street,  Chicago,  IL  60607. 

District  Office:  1141  Central  Parkway,  Cin¬ 
cinnati,  OH  45202. 

District  Office:  1560  East  Jefferson  Avenue, 
Detroit.  MI  48207. 

District  Office:  240  Hennepin  Avenue,  Min¬ 
neapolis,  MN  55401. 

Minneapolis  Center  for  Microbiological  In¬ 
vestigations:  240  Hennepin  Avenue,  Min¬ 
neapolis,  MN  55401. 


Region  VI 

Regional  Field  Office:  3032  Bryan  Street, 
Dallas,  TX  75204. 

District  Office:  3032  Bryan  Street,  Dallas,  TX 
75204. 

District  Office:  Room  222,  423  Canal  Street, 
New  Orleans,  LA  70130. 

Houstcffi  Section:  Suite  250,  1440  North  Loop, 
Houston,  TX  77009. 

Region  VII 

Regional  Field  Office:  1009  Cherry  Street, 
Kansas  City,  MO  64106. 

District  Office:  1009  Cherry  Street,  Kansas 
City,  MO  64106. 

Region  VIII 

Regional  Field  Office:  721  19th  Street,  U.S. 

Customhouse,  Denver,  CO  80202. 

District  Office:  721  19th  Street,  U.S.  Custom¬ 
house,  Denver,  CO  80202. 

Region  X 

Regional  Field  Office:  Room  5003  ,  909  First 
Avenue,  Seattle,  WA  98104. 

District  Office:  Room  5003,  909  First  Avenue, 
Seattle,  WA  98104. 

Region  IX 

Regional  Field  Office:  Room  518,  50  Fulton 
Street,  San  Francisco,  CA  94102. 

District  Office:  Room  518,  50  Fulton  Street, 
San  Francisco.  CA  94102. 

District  Office:  1521  West  Pico  Boulevard,  Los 
Angeles,  CA  90015. 

Region  X 

Regional  Field  Office:  Room  5003  ,  909  First 
Avenue,  Seattle,  WA  98104. 

District  Office:  Room  5003,  909  First  Avenue, 
Seattle,  WA  98104. 

’[FR  Doc.76-17130  Filed  6-14-76;8:45  am] 


> 


FEDERAL  REGISTER,  VOL  41,  NO.  116— TUESOAY,  JUNE  15,  1976 


